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Box No. V Reasoned statement under Rule 436u.l(a)(i) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Claims 1 to 6 



YES 



Inventive step (IS) 



Claims 1 to 6 



YES 



Industrial applicability (IA) Claims 1 to 6 



YES 



2. Citations and explanations 

Document 1: WO 02/012451 Al (Hiroko YANAGA) 2002.02.14 
Document 2: Igaku no Ayumi , 2002, Vol.200, No . 3 , pp. 258 - 259 
Document 3: N Engl J Med, 1994, Vol.331, No. 14, pp. 889-895 



Claims 1 to 6 

The inventions as claimed in claims 1 to 6 are being novel and involving 
an inventive step over documents 1 to 3 cited in the international search 
report . 

Document 1 discloses a method comprising treating a cartilage piece with 
trypsin, treating with type II collagenase, filtering with a filter to isolate 
chondrocytes, multilayer seeding the chondrocytes one or more times and 
co-culturing together with feeder cells to give a human chondrocyte mass, 
and a cartilage therapy material comprising the chondrocyte mass and an 
embedding material such as collagen. 

Documents 2 and 3 disclose methods of monolayer culturing chondrocytes 
isolated from human cartilage pieces. 

Co-culture of chondrocytes with perichondrium is neither disclosed in any 
of the above - described documents nor considered as being self-evident by a 
person skilled in the art. 
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1. Statement 



Novelty (N) 



Claims 1 to 6 



NO 



Inventive step (IS) 



Claims 1 to 6 



Industrial applicability (IA) Claims 1 to 6 



YES 



2. Citations and explanations 

Document 1: WO 02/012451 Al (Hiroko YANAGA) 2002.02.14 

Document 2: Igaku no Ayumi, 2002, Vol.200, No. 3, pp. 258-259 
Document 3: N Engl J Med, 1994, Vol.331, No. 14, pp. 889-895 



Claims 1 to 6 

The inventions as claimed in claims 1 to 6 do not appear to be novel over 
document 1 cited in the international search report. 

Document 1 discloses a method comprising multilayer seeding chondrocytes 
isolated from a cartilage piece one or more times and co-culturing together 
with feeder cells to give a chondrocyte mass, and a cartilage therapy material 
comprising the chondrocyte mass and an embedding material such as collagen. 

Although it is not clearly indicated in document 1 that chondrocytes are 
co-cultured together with perichondrium, it is recognized that a cartilage 
tissue is generally coated with perichondrium and thus a cartilage piece 
collected by a commonly employed method essentially has perichondrium bonded 
thereto. Thus, it is considered that the cartilage piece described in document 
1 also has perichondrium and, therefore, the chondrocytes are co-cultured 
together with the perichondrium in the method of document 1 too. 

Such being the case, the inventions as claimed in claims 1 to 6 and the 
invention according to document 1 cannot be distinguished from each other 
in being a method which comprises monolayer or multilayer culturing 
chondrocytes together with perichondrium. 

Claims 1 to 4 

The inventions as claimed in claims 1 to 4 do not appear to be novel over 
each of documents 2 and 3 cited in the international search report. 

Documents 2 and 3 disclose methods of monolayer culturing chondrocytes 
isolated from human cartilage pieces. 

As discussed above, it is recognized that the human cartilage pieces 
described in documents 2 and 3 also have perichondrium bonded thereto. Such 
being the case, the inventions as claimed in claims 1 to 4 and the inventions 
according to documents 2 and 3 cannot be distinguished from each other in 
being a method which comprises monolayer culturing chondrocytes together with 
perichondrium. 
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When there is not enough space in any Box 
Continuation of Box No. V 

Claims 5 and 6 

The inventions as claimed in claims 5 and 6 appear to involve no inventive 
step over documents 1 to 3 cited in the international search report. 

Document 1 discloses that, to transplant cells for a therapeutic purpose, 
the cells are multilayer cultured to give a cell mass and the cell mass is 
embedded in collagen or the like for fixation. Accordingly, it is self-evident 
for a person skilled in the art to multilayer culture chondrocytes, which 
have been monolayer cultured as reported in documents 2 and 3, to give a cell 
mass and embed the cell mass in collagen or the like to give a therapy material . 

It does not appear that any exceptionally remarkable effect can be 
established by employing the constitutions of the inventions as claimed in 
claims 5 and 6. 
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